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Experimental evaluation of the bioequivalence of glutamine in healthy male volunteers
TANG Jian-lin, ZHOU Shi-wen, YING Yi, XU Ying, HUANG Yong-ping (Base for Drug Clinical Trial, Xingiao Hospital, Third Mili-

tary Medical University, Chongging 400037, China)

Abstract: Objective To evaluate the bioequivalence of glutamine in two compound glutamine preparations.
Methods A total of 24 healthy male volunteers, randomized into two groups, were administered with two prepara-
tions of compound glutamine respectively in an open randomized crossing test. A single oral dose of the tested prepa-
rations and reference preparations was 1.99 g. Venous blood of the subjects was collected for separation of blood plas-
ma. Glutamine (GLN) concentrations in the plasma were determined by high performance liquid chromatography
(HPLC) . The pharmacokinetics parameters of GLN were obtained by using 3P97 software. Results GLN parame-
ters of the tested and reference preparations were obtained. T,,, of the tested preparations and reference preparations
was (1.65+0.63) h and (1.65+0.56) h respectively, C,,, (63.83 +14.60) peeml™ and (71.09 +16.67) pg-
ml™', AUC,,(252.74 +59.77) pg+ml™"+h™' and (281.31 + 82.62) pg* ml™' +h™'.

showed that there was no significant difference between C,,., AUC,, and T, of two preparations. The relative bio-

The slatistical analysis

availability of GLN was (93.0+20.2)% . Conclusion Glutamine in the two preparations was bioequivalent.
Key words: glutamine; bioequivalence; HPLC; blood plasma
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A: Blank plasma; B: Glutamine standard solution; C: Glutamine standard and internal standard in blank plasma; D: Healthy volunteers and intemal standard
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Fig 1 Chromatogram of glutamine
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Tab 2 Results of recovery tests for glutamine in human plasma (n =35)

Concentration (pg/ml) Xts
14.61 97.39+4.73
146. 1 96.15+5.78
584.4 101.49 £ 4.54

2.4 BRBEHHE ALK

e b o gt 2 7 VO IC ) O ik 40 S B W GLIN I 4 e BE Oy
14.61.146.1.584 .4 pg/ml FEGA S 143, TR 1 d AS[R ) a] 45000 5
W, EEHNES 61 NS dE, B8 HEZER, {8
R 3,

£3 HEMEEEELRER (n=5)
Tab 3 Results of precision tests for glutamine in human plasma (n =5)

Intra-clay Inter-day
Concentration ( pg/ml)
xka RSD% its RsD%
14.61 14.3+£0.3 21 14.67 +1.82. 12.40
146.1 145.6£2.0 1.4 144.84 + 10.08 6.96
584.4 578.5+5.7 1.0 574.99 + 11.93 2.07
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Fig 2 The average drug plasma concentration-time curve of glu-
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Tab 4 Pharmacokinetic parameters for glutamine after a single oral
dose reference drug and test drug (n =24, ¥ +5)

T Tonas Cron AlCo, AUGy.ing

(1/h) () Coplpgrml ™) (pgeml='+h=") (ugeml="h=")
Reference  2.114£0.92 1.65+0.63 63.83+14.60 252.74+5.71 22.52+62.02
Test 2.14+0.77 1.65+0.65 71.09+16.67 281.31+8.61 290.44+84.00
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Tab 5 Glutamine concentration in blank plasma of healthy volunteers(py/pg-ml~")
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